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[4110-03] 
Title 21—Food and Drugs 


CHAPTER I—FOOD AND DRUG AD- 
MINISTRATION, DEPARTMENT OF 
HEALTH, EDUCATION, AND WEL- 
FARE 


SUBCHAPTER A—GENERAL 
SUBCHAPTER H—MEDICAL DEVICES 


{Docket No. 77N-0155] 
Classification Procedures 


AGENCY: Food and Drug Administra- 
tion. 


ACTION: Final rule. 


SUMMARY: This rule sets forth crite- 
ria and procedures for classifying de- 
vices intended for human use into 
classes of regulatory control ::ufficient 
to provide reasonable assurance of 
safety and effectiveness. The rule also 
explains the determination of the 
safety and effectiveness of devices, 
prescribes the procedures for the sub- 
mission and review of petitions for re- 
classification, and defines the circum- 
stances under which information and 
data associated with the classification 
or reclassification of devices will be re- 
leased to the public. These actions are 
taken under the Medical Device 
Amendments of 1976. : 


EFFECTIVE DATE: August 28, 1978. 


FOR FURTHER INFORMATION 
CONTACT: 


Joseph Sheehan, Bureau of Medical 
Devices (HFK-70), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Avenue, Silver Spring, 
Md. 20910, 301-427-7114. 


SUPPLEMENTARY INFORMATION: 
The proposal upon which this final 
regulation is based was published in 
the FEDERAL REGISTER of September 
13, 1977 (42 FR 46028). Interested per- 
sons were given until November 14, 
1977 to comment. Twenty-five com- 
ments were received on the proposal, 
presenting a wide range of issues. 

This regulation essentially codifies 
existing procedures that have been 
followed in the classification process 
to date. Manufacturers and other in- 
terested persons have already become 
involved in the various aspects of the 
classification process described in this 
regulation. The agency has been urged 
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to promulgate this regulation as quick- 
ly as possible to provide industry a 
more certain basis for production deci- 
sions. Although the Commissioner 
doubts that this procedural regulation 
will affect manufacturers’ production 
decisions, the Commissioner has decid- 
ed that it is in the best interest of the 
public and of all parties concerned 
that this regulation become effective 
August 28, 1978. 


GENERAL 


The Commissioner has made many 
minor editorial changes in the regula- 
tion for clarity. 

1. Several comments stated that pub- 
lication of panel recommendations and 
proposed regulations for the classifica- 
tion of devices before promulgation of 
the final regulation establishing classi- 
fication procedures violates the basic 
principles of administrative  rule- 
making. The comments pointed out 
that an agency must provide public 
notice and an opportunity for interest- 
ed parties to participate before imple- 
mentation of a rule. 

Section 513(c)(1) of the act requires 
the promulgation by regulation of the 
procedures to be followed by classifica- 
tion panels in making their reviews 
and recommendations. The _ section 
does not require, however, that the 
final classification procedures regula- 
tion precede every other step in the 
classification process. Moreover, this 
classification procedures regulation es- 
sentially codifies the procedures that 
the agency has been following in the 
classification process. Public notice of 
these procedures was provided in a 
notice published in the FEDERAL REcIs- 
TER on May 19, 1975 (40 FR 21848). Be- 
cause classification panels are public 
advisory committees, the general pro- 
cedures under which the panels oper- 
ate have already been promulgated by 
regulation (21 CFR Part 14). 

2. One comment, referring to the 
portion of the preamble to the pro- 
posed regulation that discussed the 
classification criteria (42 FR 46030), 
argued against consideration of such 
“practical matters” as the difficulty 
involved in enforcing general controls 
and the length of time required to de- 
velop performance standards. The 
comment stated that such consider- 
ations should be irrelevant to classifi- 
cation decisions, and that any inconve- 
nience to the agency does not change 
the fact that adequate information 
may exist to allow proper classifica- 


“ance 


tion in accordance with the statutory 
criteria. 


* The Commissioner agrees that it is 


improper to consider the length of 
time required to develop a perform- 
standard when determining 
whether to classify a device into class 
II unless compliance with a standard is 
essential to provide reasonable assur- 
ance of a device’s safety and effective- 
ness. The legislative history reveals 
both that Congress recognized that 
considerable time may elapse between 
classification of a device into class II 
and the development of a performance 
standard for the device (Ref. 1, p. 27), 
and that FDA has ample latitude to 
classify a device into the premarket 
approval category in instances in 
which use of the device poses public 
health concerns. The Commissioner 
believes also, however, that the degree 
of difficulty involved in enforcing gen- 
eral controls with respect to a particu- 
lar device may well be a relevant con- 
sideration in determining whether 
general controls will provide reason- 
able assurance of the safety and effec- 
tiveness of the device. 

3. A few comments expressed con- 
cern that the definition of “implant” 
in proposed § 860.3(d) would include 
many devices which should not be 
classified into class III, such as dental 
fillings. The comments suggested that 
the proposed definition be worded so 
as not to include such devices. 

The Commissioner acknowledges the 
broad scope of the proposed defini- 
tion, but also notes that a device 
which is termed an implant is not nec- 
essarily classified into class III. Sec- 
tions 513 (c)(2)(C) and (d)(2)(B) of the 
act clearly states that an implant need 
not be classified into class III if such 
classification is not necessary to pro- 
vide reasonable assurance of safety 
and effectiveness. The proposed defi- 
nition, therefore, has been retained 
without change in the final regulation. 

4. Several comments requested revi- 
sion of the proposed definition of 
“life-supporting oor - life-sustaining 
device” in §860.3(e). The comment 
suggested that the proposed wording 
is redundant and vague. The com- 
ments also stated that the proposed 
definition is too broad because Con- 
gress intended that only devices essen- 
tial to supporting or sustaining life be 
considered life-supporting or life-sus- 
taining devices for classification pur- 
poses. Some comments suggested that 
the words “or yields information that 
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is to be used for restoration, mainte- 
nance or continuation of such func- 
tion’? be deleted from the definition. 
Other comments suggested that the 
definition be reworded to include only 
devices the discontinuance of which 
would result in a high probability of 
death. 

The proposed definition has been 
reworded. The Commissioner believes 
that the special regulatory treatment 
afforded life-supporting or life-sustain- 
ing devices is necessary for devices 
which yield information essential to 
supporting or sustaining life, as well as 
for devices which are themselves life- 
supporting or life-sustaining. The 
Commissioner also rejects the idea 
that discontinuation of the use of a 
particular device must result in a high 
probability of death in order for that 
device to be properly termed life-sup- 
porting or life-sustaining. Congress ex- 


pressed its intent that the phrase. 


“life-supporting or life-sustaining” be 
interpreted broadly (ref. 1, p. 35). The 
Commissioner has reworded the defi- 
nition to eliminate redundancy and to 
reflect more accurately the congres- 
sional intent (ref. 2, p. 58). 

5. A few comments objected to the 
fact that the classification question- 
naire was included in the preamble 
but not in the proposed regulation. 
The comments stated that the ques- 
tionnaire is a substantive part of the 
classification process and expressed 
concern that if it were not included in 
the regulation FDA could revise the 
questionnaire without notice. 

The classification questionnaire is 
merely a guideline intended to aid the 
panels in applying the legal require- 
ments to the practical task of device 
classification. Devices will be classified 
and reclassified only according to the 
criteria in section 513 of the act. The 
entire questionnaire may not be appli- 
cable to all present cases. Further- 
more, it is foreseeable that technologi- 
cal developments or other circum- 
stances might’ necessitate future 
changes in the questionnaire, al- 
though such _§ significant changes 
should be rare and would: be an- 
nounced by appropriate notice pub- 
lished in the FEDERAL REGISTER. Copies 
of the current classification question- 
naire may be obtained from the Classi- 
fication Coordinator (HFK-401), 
Bureau of Medical Devices, Food and 
Drug Administration, 8757 Georgia 
Avenue, Silver Spring, Md. 20910. 

6. Some comments suggested that 
§ 860.3(g)(7), requiring the supplemen- 
tal data sheet to identify any needed 
restrictions on the use of the device, 
exceeds classification panel authority 
and requires a level of experience and 
competence beyond that possessed by 
most classification panel members. 
The comments suggested that because 
the power to recommend restrictions 


‘Classification panels, 
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on the use of a device could be abused, 
and because of possible conflicts of in- 
terest, any identification of necessary 
restrictions should be accompanied by 
a statement of reasons and should be 
supported by objective evidence. Sev- 
eral comments also recommended that 
the phrase “authorization of a physi- 
cian” be changed to “authorization of 
a licensed practitioner,” to conform 
with the wording of section 520(e) of 
the act. 

The general classification recom- 
mendations, required to be made by 
necessarily in- 
volve identification of any needed re- 
strictions on the use of the device. 
Moreover, there is no _ prohibition 
against FDA’s asking its classification 
panels for advice on needed restric- 
tions on device use or other matters 
within FDA’s authority, even if the 
act does not require FDA to solicit 
such advice. The Commissioner rejects 
the contention that such determina- 
tions are beyond the authority or com- 
petence of the panels, or that they 
present the panels with a unique op- 
portunity to abuse their power. These 
objections have been adequately con- 
sidered and provided for in the act and 
in FDA regulations. The restrictions 
mentioned in § 860.3(g)(7) are merely 
examples of the possible types of re- 
strictions on the use of a device which 
may be necessary. The phrase “au- 
thorization of a physician’ has been 
changed in the final regulation to “au- 
thorization of a licensed practitioner” 
to reflect the wording in section 520(e) 
of the act. 

7. Several comments on proposed 
§ 860.3(i) questioned the need to intro- 
duce the new term “generic type of 
device.”’ The comments suggested that 
the statutory terms “within a type” 
and “substantially equivalent” are ac- 
cepted and well understood, while the 
phrase “generic type of device” is 
vague. 

The Commissioner rejects the sug- 
gestion that the phrase “generic type 
of device” is vague and is at variance 
with the statute. The statutory terms, 
“within a type” and “substantially 
equivalent,” serve a purpose different 
from that of FDA’s definition of ‘‘ge- 
neric type of device.’ Application of 
the two statutory terms determines 
whether a device is classified in class 
III under sections 513(f) and 
520(1)(1)(D) of the act. The term “‘ge- 
neric type of device” describes FDA’s 
grouping, for reasons of administrative 
convenience, of devices that are to be 
regulated in the same way because 
they present similar safety and effec- 
tiveness concerns. A generic type of 
device will include devices that may or 
may not be “within a type” and “‘sub- 
stantially equivalent” to each other. 

For example, to reduce unnecessary 
proliferation of regulations, FDA may 
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treat all pathology stains as a single 
generic type of device and may: issue a 
single proposed and final classification 
regulation concerning these stains. If 
a single regulation is issued, not all of 
the stains in the generic type, and cov- 
ered by the regulation, would be “sub- 
stantially equivalent” to each other. If 
a manufacturer submitted a premar- 
ket notification seeking to market a 
new stain, FDA would determine 
whether the new stain was “substan- 
tially equivalent” to any stain in the 
generic type, that is subject to the 
classification regulation, and thus 
whether the new stain was itself sub- 


. ject to the regulation. If the new. stain 


was not “substantially equivalent” to 
any stain covered by the regulation, 
the new stain would be classified into 
class III by section 513(f) of the act. If 
the manufacturer sought reclassifica- 
tion of the new stain, under 
§ 860.120(b) only the new stain and 
any later “substantially equivalent” 
devices would be affected by the re- 
classification. 

The Commissioner warns that FDA 
may find it difficult to describe the ge- 
neric type of devices subject to a clas- 
sification regulation so precisely that 
an interested person will be able to de- 
termine whether a new device is sub- 
ject to the regulation merely by read- 
ing it, without FDA’s comparing the 
new device to existing devices already 
covered by the regulation. This diffi- 
culty is recognized and addressed in 
the premarket notification procedure 
in section 510(k) of the act and 21 
CFR 807.81. 

8. One comment pointed out that 
the requirement of proposed 
§ 860.5(c)(1) that safety and effective- 
ness data regarding devices classified 
into class III be regarded as confiden- 
tial and not be disclosed unless the 
data have been disclosed previously to 
the public was impossible to satisfy 
under the present system of open 
panel meetings. The comment suggest- 
ed that some provision be made for 
closed panel meetings. 

The requirements of 21 CFR 14.27, 
which are applicable to classification 
panel meetings, provide that portions 
of a panel meeting may be closed for 
discussion of certain matters including 
trade secrets and confidential commer- 
cial information. 

9. The comments on proposed § 860.5 
(d) and (e) questioned the legality of 
publicly disclosing otherwise confiden- 
tial information when contain in re- 
classification petitions. The comments 
suggested several provisions which 
would restrict the extent to which 
such information would be subject to 
public disclosure. The comments also 
questioned the apparent inconsistency 
in proposed § 860.5(a)(2) which allows 
a petitioner to show that any of the 
contents of a deficient petition should 
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be exempt from public disclosure, 
when the entire contents of the peti- 
tion are disclosable once the deficien- 
cies have been corrected. 

The Commissioner has determined 
that a petitioner voluntarily surren- 
ders the confidentiality of the con- 
tents of a nondeficient reclassification 
petition. As explained in the preamble 
to the proposed regulation, the loss of 
confidentiality is based in part on the 
necessity that reclassification proceed- 
ings be as open as possible. Because all 
devices within a generic type are re- 
classified together, one reclassification 
petition may affect several manufac- 
turers, and each manufacturer affect- 
ed by the petition should be afforded 
an opportunity to address the issue. 

Because reclassification decisions 
concern generic types of devices, trade 
secrets, or other confidential informa- 
tion which relates only to individual 
devices is irrelevant to reclassification 
decisions. The Commissioner neither 
requires nor desires that manufactur- 
ers or importers submit such confiden- 
tial information in reclassification pe- 
titions. Furthermore, the Commission- 
er has determined that the legislative 
intent precludes the use of such confi- 
dential information as the basis for 
the reclassification of devices into 
class III (ref. 1, pp. 48 through 50). See 
section 520(c) of the act (21 U.S.C. 
360j(c)). Consequently, petitioners 
should not include in their petitions 
any data or information that is unnec- 
essary to a decision on the petition, es- 
pecially if the petitioner wishes to 
keep such data or information confi- 
dential. 

Because the policy of disclosure is 
not yet widely known by those peti- 
tioning for reclassification, all reclassi- 
fication petitions will be screened for 
possible confidential information at 
the same time that they are being re- 
viewed for deficiencies, until 180 days 
after the final classification regulation 
becomes effective. All petitioners will 
be offered an informal opportunity to 
delete any confidential data from 
their petition, or to withdraw the 
entire petition before it becomes avail- 
able for public disclosure. However, 
180 days after the final classification 
regulation becomes effective, petition- 
ers should have become familiar with 
the reclassification process, and FDA 
will cease reviewing nondeficient peti- 
tions for confidential information and 
will make the entire contents of all pe- 
titions available for public disclosure 
once they have been determined to be 
nondeficiént. 

Because a deficient petition will not 
be considered on its merits until the 
deficiencies have been corrected, sub- 
mission of a petition is not considered 
a surrender of the confidentiality of 
its contents until all deficiencies have 
been corrected. Following notification 
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of a deficiency in the petition, the pe- 
titioner is allowed a period of time in 
which to submit supplemental materi- 
al intended to correct the deficiency. 
To provide adequate time for response 
to a notification of deficiency, the 
Commissioner -has_ increased the 
period of time allowed from 20 days to 
30 days. If, during this 30-day period, 
the petitioner wishes to withdraw the 
deficient petition rather than have its 
contents be available to the public, the 
Commissioner, in his discretion, may 
allow the withdrawal. This provision 
has been added to §860.5(d)(2). Once 
the deficient petition has been correct- 
ed, the entire contents of the petition 
will be available for public disclosure. 
The Commissioner has added the pro- 
vision that any supplemental material 
submitted by the petitioner, together 
with the material in the original peti- 
tion, is considered as a new petition. 
The new petition is reviewed for defi- 
ciencies in the same manner as the 
original petition, and the same proce- 
dures for notification and correction 
of deficiencies are followed. The Com- 
raissioner has also added the provision 
that a deficient petition which is not 
corrected within 180 days after notifi- 
cation of a deficiency will be returned 
to the petitioner, and will not be con- 
sidered further unless resubmitted. 

10. One comment stated that the 
provisions of § 860.7, defining valid sci- 
entific evidence and well-controlled in- 
vestigations should apply only to evi- 
dence developed or compiled after the 
effective date of the final regulation. 

The provisions in that section do not 
depart from traditionally recognized 
concepts, are flexible, are required by 
section 513(a)(3) of the act, and closely 
reflect the legislative intent in this 
area (ref. 1, pp. 17 and 40). Because 
the provisions do not require a new ap- 
proach to the proper substantiation of 
device safety or effectiveness, there is 
no valid reason for their being applied 
only to evidence compiled or devel- 
oped after the effective date of the 
final regulation. 

The Commissioner has deleted the 
first sentence of §860.7(a) because it is 
obvious that no single standard of 
safety and effectiveness could apply to 
all devices, and it is not necessary to 
include that fact in the regulation. 

11. Several comments addressed the 
safety and effectiveness factors listed 
in proposed §860.7(b). The comments 
suggested that advertising should not 
be considered with regard to intended 
conditions of use, that surgical risks 
should not be considered when weigh- 
ing the risks of implants, and that the 
reliability of a device is not a relevant 
factor in determining its safetly and 
effectiveness. Several comments also 
suggested that classification panels 
should either include engineers as 
members or seek technical engineering 


advice if the reliability of devices must 
be considered. 

The legislative history of section 513 
of the act clearly reveals that Con- 
gress intended the phrase “conditions 
of use” to include uses promoted 
through advertising, but that a device 
should not be regarded as unsafe 
merely because of “collateral risks” 
not inherent in the use of the device 
(ref. 1, p. 16). The Commissioner be- 
lieves that FDA must retain some dis- 
cretion in determining which surgical 
risks are to be considered inherent in 
the use of any particular device, in- 
cluding implants. The legislative histo- 
ry also reveals that Congress intended 
that device reliability be considered in 
determining device safety and effec- 
tiveness (ref. 1, p. 16). Furthermore, 
engineers are represented on panels in 
order to facilitate consideration of 
device reliability. Consequently, 
§860.7(b) has been retained without 
change in the final regulation. 

12. Several comments argued that 
proposed §860.7(c), by restricting con- 
sideration to valid scientific evidence 
when determining the safety and ef- 
fectiveness of a device, does not reflect 
accurately the legislative intent. Sev- 
eral comments also questioned wheth- 
er the Commissioner should have the 
authority, “in: his discretion,” to deter- 
mine whether evidence submitted is 
valid scientific evidence. Several com- 
ments also suggested that if nonvalid 
scientific evidence is irrelevant-in es- 
tablishing the effectiveness of a 
device, such evidence also should be ir- 
relevant in establishing that a device 
is not effective. One comment suggest- 
ed that the panel should investigate 
and corroborate islolated case reports, 
random experience, and similar forms 
of evidence. 

The purpose of the act is to assure 
the safety and effectiveness of medical 
devices intended for human use. Be- 
cause such assurance necessarily de- 
mands a high standard of proof, sec- 
tion 513(a)(3) of the act requires that 
device effectiveness be established 
only by valid scientific evidence. The 
Commissioner has extended this re- 
quirement to the establishment of 
device safety as well. The requirement 
that only valid scientific evidence be 
used to establish device safety and ef- 
fectiveness, however, does not pre- 
clude consideration of other forms of 
evidence when determining whether a 
device is safe or effective. Although it 
is imperative that early and sometimes 
informal indications of the danger or 
ineffectiveness of a device be consid- 
ered fully, every effort will be made to 
corroborate such - evidence before 
acting on it. The phrase ‘in his discre- 
tion” has been deleted from the 
second sentence of § 860.7(c)(1) in the 
final regulation because it is superflu- 
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ous, but the remainder of the section 
has not been changed. 

13. Comments on proposed § 860.7(d) 
requested a more objective and specif- 
ic definition of what eonstitutes rea- 
sonable assurance of device safety, and 
clearer guidelines as to what consti- 
tutes “adequate efforts to demonstrate 
the absence of unreasonable risk of ill- 
ness or injury.” 

The wording of the proposed section 
closely follows the wording of section 
513 of the act. The legislative history 
(ref. 1, pp. 16-17) explains that deter- 
mination of device safety involves bal- 
ancing the probable benefits of a 
device against its probable risks. Con- 
sequently, proof of device safety is in- 
tended to establish that the risks are 
not unreasonably disproportionate to 
the benefits. The proposed section 
merely expands this concept, empha- 
sizing that only valid scientific evi- 
dence may be used to establish device 
safety. The Commissioner does not be- 
lieve that any change in the final reg- 
ulation is necessary. 

14. One comment on _ proposed 
§ 860.7(e) suggested that a determina- 
tion of device effectiveness should be 
based upon whether a device meets 
the claims of its manufacturer. 

Section 513 of the act and 
§ 860.7(b)(2) provide that the effect 
which a device purports or is repre- 
sented to have is to be considered in 
determining its effectiveness. Pro- 
posed §860.7(e) is consistent with 
those provisions and has been retained 
in the final regulation with minor 
clarifying word changes. 

A question has arisen concerning the 
number of studies required to estab- 
lish the effectiveness of a device. The 
Commissioner advises that section 
513(a)(3) of the act and § 860.7 (e) and 
(f) require at least two well-controlled 
investigations showing effectiveness, 
unless the Commissioner, under 
§ 860.7(f), authorizes reliance upon 
other valid scientific evidence. With 
respect to the general requirement of 
two or more effectiveness studies, 
device law is similar to drug law (sec. 
505(d) of the act, 21 U.S.C. 355(d); 21 
CFR 312.1, 314.111(a)(5)). 

15. Comments suggested that the 
testing described in proposed § 860.7(f) 
is oriented too heavily toward drugs 
and is not appropriate- for electronic, 
mechanical, or similar devices. It was 
suggested that many of these devices 
could be adequately tested by purely 
electronic or similar testing. 

Section 860.7(e) provides that other 
valid scientific evidence may be used 
to prove device effectiveness in cases 
where the Commissioner determines 
that the requirements of § 860.7(f) are 
not reasonably applicable or essential 
to the testing of the device in ques- 
tion. Furthermore,~the requirements 
of § 860.7(f) are designed to allow some 
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leeway, including alternative 
proaches in some areas, 


ap- 
and. thus 


‘should prove compatible with most 


device testing. 

16. Comments objected to proposed 
§ 860.7(g) which requires the manufac- 
turer or importer to show that general 
controls or performance standards 
would provide sufficient assurance of 
the safety and effectiveness of a 
device. The comments suggested that 
failure to make such a showing should 
not result in classification of the 
device into class III if the device is of 
the type described in _ section 
513(a)(1)(A)(ii) of the act. Other com- 
ments suggested that the section be 
deleted in its entirety. Several com- 
ments also objected to the provision 
authorizing the Commissioner to re- 
quire device manufacturers, importers, 
or distributors to submit reports or 
other information. The comments ob- 
jected that, because section 519 of the 
act contemplated a more specific rule- 
making process, such reporting re- 
quirements may not be promulgated in 
this manner. 

The legislative history indicates that 
Congress intentionally placed upon in- 
dustry the burden of furnishing suffi- 
cient evidence to substantiate the 
safety and effectiveness of a device, 
and that the absence of such data may 
be the basis for classification of the 
device into class III (ref. 1, p. 40). Al- 
though section 513(a)(1)(A)(ii) of the 
act provides that some devices may be 
classified into class I even if there is 
insufficient information from which to 
determine that general controls would 
provide reasonable assurance of their 
safety and effectiveness, such classifi- 
cation is permitted only for devices 
which do not present a potential un- 
reasonable risk of illness or injury. In 
the absence of safety and effectiveness 
data, it may”be impossible to deter- 
mine that no such potential risk 
exists. The Commissioner emphasizes 

e need for industry to provide collec- 
tively sufficient safety and effective- 
ness data to ensure the proper classifi- 
cation of each generic type of device. 
The Commissioner believes’ that 
§ 860.7(g) complies with the require- 
ments of section 519 of the act. 


CLASSIFICATION 


17. One comment on _ proposed 
§ 860.84 suggested that a classification 
of a device by the Commissioner which 
differs from the classification recom- 
mended by the panel should be sup- 
ported by valid scientific evidence. It 
was also suggested that panel recom- 
mendations be required to identify 
only unreasonable risks to health, 
rather than all risks to health, pre- 
sented by a particular device. 

The act clearly provides the basis for 
determining device safety and effec- 
tiveness and prescribes the criteria for 
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device classification. All classification 
decisions reached by the Commission- 
er or by the classification panels will 
be made in accordance with the provi- 
sions of the act. The Commissioner 
may disagree with a panel recommen- 
dation if his interpretation of availa- 
ble scientific evidence differs from 
that of the panel. In addition, the 
Commissioner intends to evaluate 
carefully panel recommendations in is- 
tances where valid scientific evidence 
is not available to support a panel rec- 
ommendation. The requirement that 
panel recommendations specifically in- 
clude identification of the risks to 
health presented by a device is based 
on section 513(c)(2)A)(i)CIII) of the 
act. ; 

The Commissioner has redesignated 
some of the paragraphs in proposed 
§ 860.84 in order to facilitate reference, 
but the section has been incorporated 
in the final regulation with no sub- 
stantive changes. 

18. One comment on _ proposed 
§ 860.95 suggested that, in their recom- 
mendations, panels should not be re- 
quired to state the reasons for recom- 
mending that a device be exempt froém 
the requirements of section 510, 519, 
or 520(f) of the act. Another comment 
suggested that a regulation or order 
classifring or reclassifying a device 
into class I be required to state the 
reasons for not granting exemptions 
as well as the reasons for granting ex- 
emptions. 

Section 513 of the act requires that 
panel recommendations for classifica- 
tion into class I, and final regulations 
or orders classifying devices into class 
I, specify whether the device is 
exempted from the requirements of 
sections 510, 519, or 520(f) of the act. 
The legislative history reveals that 
Congress considered “general con- 
trols,’ such as those provided for in 
sections 510, 519, and 520(f), impor- 
tant safeguards for public health (ref. 
1, p. 17). Consequently, the act pro- 
vides for exemption from only certain 
general controls, and requires that 
such exemptions be justified. There is 
no need to justify a requirement that 
devices that are not exempted comply 
with general controls. Proposed 
§ 860.95 has been incorporated in the 
final regulation without change. 


RECLASSIFICATION 


19. One comment on_ proposed 
§ 860.120 suggested that reclassifica- 
tion of one device within a generic 
type of device should not cause reclas- 
sification of all other devices within 
that generic type unless all such de- 
vices present the same unreasonable 
risk. Another comment stated that 
some clarification was needed as to 
who may file a reclassification peti- 
tion. Several comments suggested that 
manufacturers and importers who 
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-have not petitioned for the reclassifi- 
cation of a device should be provided a 
reasonable time to comply with new 
requirements applicable to the device 
following its reclassification. 

By definition, all devices within a ge- 
neric type present the same or very 
similar risks to health. The similarity 
in health risks is fundamental to the 
concept of classification by generic 
type of device. If devices thought to be 
within the same generic type present 
different risks, it is likely that the de- 
vices are not really of the same generic 
type. Manufacturers and importers of 
devices within a generic type will be 
provided an opportunity to participate 
in all reclassification proceedings re- 
garding the generic type of device. 
The open nature of the reclassifica- 
tion process is assured by the provi- 
sions in the regulation regarding 
public disclosure of reclassification of 
petitions and panel recommendations. 
If compliance with a performance 
standard is required because of reclas- 
sification, the performance standard 
will be promulgated under the proce- 
dures in section 514 of the act which 
provide manufacturers notice and a 
grace period for compliance. 

The Commissioner has added new 
§ 860.120(c) to clarify who may file a 
petition for reclassification. FDA pre- 
viously announced, in 21 CFR 10.25, 
its general policy that any interested 
party (whether a manufacturer, con- 
sumer, importer, or member of the 
public) may petition the Commission- 
er to issue, amend, or revoke a regula- 
tion or order promulgated by him. As 
explained below, reclassification peti- 
tions are subject to the special proce- 
dures of subpart C of part 860 rather 
than the citizen petition procedures. 
However, under the policy of the- citi- 
zen petition procedure as applied to 
the classification process, any interest- 
ed person is afforded an opportunity 
to file a petition for reclassification 
under the regulation based on sections 
513(e), 514(b), or 515(b) of the act. 
The reclassification process under sec- 
tion 513(f) or 520(1) of the act is limit- 
ed to the manufacturer or importer of 
the specific device involved because of 
the special procedural safeguards for 
reclassifying new devices and devices 
previously regarded as new drugs. The 
Commissioner has reorganized the re- 
mainder of proposed §860.120 for 
clarification, but the substance of the 
section has not been changed in the 
final regulation.- 

20. Two comments on _ proposed 
§860.123 questioned why reclassifica- 
tion petitions were not treated as citi- 
zen petitions, and why the Commis- 
sioner was not required to respond to 
such petitions within a definite period 
of time. 

Section 10.30 (21 CFR 10.30) defines 
“citizen petitions” and provides that 
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other sections regarding other types of 


petitions may include different re- 


quirements. The Commissioner has de- 
termined that petitions for device re- 
classification shall conform to the re- 
quirements of proposed §860.123, and 
has added new §860.3(j) to define the 
meaning of the term “petition” as it is 
used in part 860. The Commissioner 
agrees that a response time should be 
provided for reclassification petitions 
submitted under section 513(e) of the 
act, and §860.130 of the final regula- 
tion has been revised accordingly. The 
act provides specific response times for 
all other reclassification petitions. 

21. Several comments on proposed 
§ 860.125 objected that consultation by 
the Commissioner with less than an 
entire panel would defeat the effec- 
tiveness of the panel and is contrary 
to the legislative intent in this area. It 
was also mentioned that informal 
means of consultation, especially con- 
sultation by telephone, might result in 
an unsatisfactory record. One com- 
ment suggested that a petitioner 
should be able to request that the 
Commissioner consult with the classi- 
fication panel at a regular panel meet- 
ing. 

The Commissioner agrees that every 
effort should be made to consult with 
an entire classification panel, and that 
an adequate record of such consulta- 
tion is essential. There will be circum- 
stances; however, in which statutory 
time constraints, the request by the 
petitioner for a timely response, or the 
unavailability of panel members will 
require the Commissioner to consult 
with less than an entire panel, and by 
means other than discussion at a regu- 
lar panel meeting. The Commissioner 
had preceded the phrase “a majority 
of current voting panel members,” in 
proposed § 860.125(a) (1) and (2), with 
the words “at least.” Whenever possi- 
ble, the Commissioner will consult 
with nonvoting members, and 
§860.125(a) (1) and (2) has been 
changed accordingly. 

22. Comments on proposed § 860.130 
suggested that the Commissioner be 
required to secure a panel recommen- 
dation for reclassification of a device 
under section 513(e), that all reclassifi- 
cations of devices from class III to 
class II should take effect immediate- 
ly, that all regulations promulgating 
reclassifications should identify and 
revoke specific requirements of the 
prior classification which are no 
longer applicable to the device, and 
that the Commissioner should be re- 
quired to publish oral panel recom- 
mendations made under §860.125(a) 
(1) or (3) as well as written recommen- 
dations. One comment also noted that 
no deadline is provided for response to 
petitions submitted under this section. 

Section 513(e) of the act provides 
that the Commissioner may act on the 


basis of new information to reclassify 
a device without seeking a panel rec- 
ommendation. There will be circum- 
stances in which the Commissioner 
will need to consult with a panel in 
order to reach a proper decision re- 
garding such reclassifications. When- 
ever a panel is consulted, any panel 
advice will be recorded, whether the 
advice is written or oral. Oral advice 
will be written down. A regulation re- 
classifying a device will identify and 
revoke all requirements of the previ- 
ous classification which no longer 
apply to the device. In the case of de- 
vices reclassified from class III to class 
II, section 513(e) of the act specifically 
provides that the effective date of a 
reclassification in class II may be de- 
layed pending the development of a 
performance standard for the device, 
and FDA will take this approach when 
it is appropriate. The Commissioner 
has added the provision that petitions 
submitted under §860.130 will be ap- 
proved or denied within 180 days after 
the filing of the petition. 

23. One comment on_ proposed 
§860.132 suggested that the title be 
reworded, and that the text of 
§860.132(b) be condensed and reorga- 
nized. The proposed title of §860.132 
was “Procedures when the Commis- 
sioner initiates a performance stand- 
ard or premarket approval require- 
ment under section 514(b) or 515(b) of 
the act.” Several comments also ob- 
jected that the 15-day deadline for 
filing petitions is inadequate. 

The Commissioner believes that the 
title of proposed § 860.132, when read 
in the context of the other sections in 
the reclassification subpart, clearly 
states the subject of the section. The 
Commissioner recognizes ne need to 
reorganize the section. Sections 514(b) 
and 515(b) of the act require the 15- 
day deadline for the submission of a 
petition. Proposed § 860.132 has been 
incorporated in the final regulation 
with minor editorial changes. 

24. Comments on proposed § 860.134 
suggested that the 210-day response 
time was too long, that an order deny- 
ing a petition should set forth the rea- 
sons for the denial, that any decision 
by the Commissioner which differs 
form the panel recommendation 
should be supported by valid scientific 
evidence, and that any interested 
person should be able to petition for 
reclassification under this section. 

The 210-day period for final action 
on reclassification petitions for “new 
devices” is established by section 
513(f) of the act and is not unreason- 
able in light of the many steps re- 
quired to process such petitions. Any 
order denying a petition for reclassifi- 
cation of a new device will set forth 
the reasons for that decision, as will 
orders approving such petitions. The 
Commissioner’s decision regarding re- 
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classification will be based upon the 
same criteria considered by panels in 
making their recommendations, and 
will be in accordance with the provi- 
sions of the act. Section 513(f) of the 
act authorizes only the manufacturer 
or importer of a “new device” to initi- 
ate reclassification proceedings for the 
device. Other interested persons may 
seek reclassification of the device 
under section 513(e) of the act and 
§ 860.130. The Commissioner has made 
minor changes in the wording of the 
proposed section in order to follow 
more closely the wording of section 
513(f) of the act. 


REFERENCES 


Background data and information 
upon which the Commissioner relies in 
promulgating this regulation have 
been placed on file for public review in 
the office of the Hearing Clerk (HFC- 
20), Food and Drug Administration, 
Room 4-65, 5600 Fishers Lane, Rock- 
ville, Md. 20857. The following is a list 
of those documents: 

1. House Report No. 94-853, Medical 
Device Amendments, February 29, 
1976 (Committee on Interstate and 
Foreign Commerce). 

2. House Report No. 94-1090, Medi- 
cal Device Amendments, May 6, 1976 
(Committee of Conference). 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 514, 
515, 519, 520, and 701(a), 52 Stat. 1055, 
90 Stat. 540-559, 564-574 (21 U.S.C. 
360c, 360d, 360e, 360i, 360j, and 
371(a))), and under authority delegat- 
ed to the Commissioner (21 CFR 5.1), 
21 CFR Chapter I is amended as fol- 
lows: 


PART 16—REGULATORY HEARING 
BEFORE THE FOOD AND DRUG AD- 
MINISTRATION 


1. Part 16 is amended in §16.1 by 
adding new paragraph (b)(31), to read 
as follows: 


§ 16.1 Scope. 


(b) s* & 

(31) Section 860.136 of this chapter, 
relating to petitions for reclassifica- 
tion of a medical device currently in 
class III by operation of section 
520(1)(1) of the Federal Food, Drug, 
and Cosmetic Act. 


PART 20—PUBLIC INFORMATION 


2. Part 20 is amended in §20.100 by 
adding new paragraph (c)(31), to read 
as follows: 


RULES AND REGULATIONS 


§20.100 Applicability; cross-reference to 
other regulations. 


(c) se & 

(31) Data and information submitted 
to the Commissioner or to classifica- 
tion panels in connection with the 
classification or reclassification of de- 
vices intended for human use, in 
§ 860.5 of this chapter. 


3. Part 860 is added to read as fol- . 


lows: 


PART 860—MEDICAL DEVICE 
CLASSIFICATION PROCEDURES 


Subpart A—General 


\ 


Sec. 

860.1 Scope. 

860.3 Definitions. 

860.5 Confidentiality and use of data and 
information submitted in connection 
with classification and reclassification. 

860.7 Determination of safety and effec- 
tiveness. 


Subpart B—Classification 
860.84 Classification procedures for “old 


devices.” 

860.93 Classification of implants, life-sup- 
porting or life-sustaining devices. 

860.95 Exemptions from sections 510, 519, 
and 520(f) of the act. 


Subpart C—Reclassification 


860.120 General. 

860.123 Reclassification petition: content 
and form. 

860.125 Consultation with panels. 

860.130 General procedures under section 
513(e) of the act. 


860.132 Procedures when the Commission: 


er initiates a performance standard or 
premarket approval proceeding under 
section 514(b) or 515(b) of the act. 
860.134. Procedures for “new devices” 
under section 513(f) of the act. 
860.136 Procedures for transitional prod- 
ucts under section 520(1) of the act. 
AUTHORITY: Secs. 513, 514, 515, 519, 520, 
and 701(a), 52 Stat. 1055, 90 Stat. 540-559, 
564-574 (21 U.S.C. 360c, 360d, 360e, 360i, 
360j, and 371(a)), unless otherwise noted. 


Subpart A—General 


§860.1 Scope. 


(a) This part implements sections 
513, 514(b), 515(b), and 520(1) of the 
act with respect to the classification 
and reclassification of devices intend- 
ed for human use. 

(b) This part prescribes the criteria 
and procedures to be used by classifi- 
cation panels in making their recom- 
mendations and by the Commissioner 
in making the Commissioner’s deter- 
minations regarding the class of regu- 
latory control (class I, class II, or class 
III) appropriate for particular devices. 
Supplementing the general Food and 
Drug Administration procedures gov- 
erning advisory committees (part 14 of 
this chapter), this part also provides 
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procedures for manufacturers, import- 
ers, and other interested persons to 
participate in proceedings to classify 
and reclassify devices. This part also 
describes the kind of data required for 
determination of the safety and effec- 
tiveness of a device, and the circum- 
stances under which information sub- 
mitted to classification panels or to 
the Commissioner in connection with 
classification and reclassification pro- 
ceedings will be available to the public. 


§ 860.3 Definitions. 


For the purposes of this part: 

(a) “Act” means the Federal Food, 
Drug, and Cosmetic Act. 

(b) “Commissioner” means the Com- 
missioner of Food and Drugs, Food 
and Drug Administration, United 
States Department of Health, Educa- 
tion, and Welfare, or the Commission- 
er’s designee. 

(c) “Class”? means one of the three 
categories of regulatory control for 
medical devices, defined below: 

(1) “Class I’ means the class of de- 
vices that are subject to only the gen- 
eral controls authorized by or under 
sections 501 (adulteration), 502 (mis- 
branding), 510 (registration), 516 
(banned devices), 518 (notification and 
other remedies), 519 (records and re- 
ports), and 520 (general provisions) of 
the act. A device is in class I if (i) gen- 
eral controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device, or (ii) 
there is insufficient information from 
which to determine that general con- 
trols are sufficient to provide reason- 
able assurance of the safety and effec- 
tiveness of the device or to establish a 
performance standard to provide such 
assurance, but which is not life-sup- 
porting or life-sustaining or for a use 
which is of substanial importance in 
preventing impairment of human 
health, and which does not present a 
potential unreasonable risk of illness 
of injury. 

(2) “Class II’ means the class of de- 
vices that are or eventually will be 
subject to the requirements of a per- 
formance standard promulgated in ac- 
cordance with section 514 of the act. A 
device is in class II if general controls 
alone are insufficient to provide rea- 
sonable assurance of its safety and ef- 
fectiveness and there is sufficient in- 
formation to establish a -performance 
standard to provide such assurance. 

(3) “Class III” means the class of de- 
vices for which premarket approval is 
or will be required in accordance with 
section 515 of the act. A device is in 
class III if insufficient information 
exists to determine that general con- 
trols are sufficient to provide reason- 
able assurance of its safety and effec- 
tiveness or to establish a performance 
standard to provide such assurance 
and if, in addition, the device is life- 
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supporting of life-sustaining, or for a 
use which is of substantial importance 
in preventing impairment of human 
health, or if the device presents a po- 
tential unreasonable risk of illness or 
injury. 

(d) “Implant” means a device that is 
placed into a surgically or naturally 
formed cavity of the human body. A 
device is regarded as an implant for 
the purpose of this part only if it is in- 
tended to remain implanted continu- 
ously for a period of 30 days or more, 
unless the Commissioner determines 
otherwise in order to protect human 
health. 

“Life-supporting or life-sustaining 
device” means a device that is essen- 
tial to, or that yields information that 
is essential to, the restoration or con- 
tinuation of a bodily function impor- 
tant to the continuation of human 
life. 

(f) “Classification questionnaire” 
means a specific series of questions 
prepared by the Commissioner for use 
as guidelines by classification panels 

“preparing recommendations to the 
Commissioner regarding classification 
and by petitioners submitting peti- 
tions for reclassification. The ques- 
tions relate to the safety and effective- 
ness characteristics of a device and the 
answers are designed to help the Com- 
missioner determine the proper classi- 
fication of the device. 

(g) “Supplemental data sheet’ 
means information compiled by a clas- 
sification panel or submitted in a peti- 
tion for reclassification, including: 

(1) A summary of the reasons for 
the recommendation (or petition); 

(2) A summary of the data upon 
which the recommendation (or peti- 
tion) is based; 

(3) An identification of the risks to 
health (if any) presented by the 
device; 

(4) To the extent practicable in the 
case of a class II or class III device, a 
recommendation for the assignment of 
a priority for the application of the re- 
quirements of performance standards 
or premarket approval; 

(5) In the case of a class I device, a 
recommendation whether the device 
should be exempted from any of the 
requirements of registration, record- 
keeping and reporting, or good manu- 
facturing practice regulations; 

(6) In the case of an implant or a 
life-supporting or life-sustaining 
device for which classification in class 
III is not recommended, a statement 
of the reasons for not recommending 
that the device be classified in class 
IIT; 

(7) Identification of any needed re- 
strictions on the use of the device, e.g., 
whether the device requires special la- 
beling, should be banned, or should be 
used only upon authorization of a 
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practitioner licensed by law to admin- 
ister or use such device; and 

(8) Any known existing standards 
applicable to the device, device compo- 
nents, or device materials. 

(h) “Classification panel’ means one 
of the several advisory committees es- 
tablished by the Commissioner under 
section 513 of the act and part 14 of 
this chapter for the purpose of making 
recommendations to the Commission- 
er on the. classification and reclassifi- 
cation of devices and for other pur- 
poses prescribed by the act or by the 
Commissioner. 

(i) “Generic type of device” means a 
grouping of devices that do not differ 
significantly in purpose, design, mate- 
rials, energy source, function, or any 
other feature related to safety and ef- 
fectiveness, and for which similar reg- 
ulatory controls are sufficient to pro- 
vide reasonable assurance of safety 
and effectiveness. 

(j) ”’Petition” means a submission 
seeking reclassification of a device in 
accordance with § 860.123. 


§860.5 Confidentiality and use of data 
and information submitted in connec- 
tion with classification and reclassifi- 
cation. 


(a) This section governs the avail- 
ability for public disclosure and the 
use by the- Commissioner of data and 
information submitted to classification 
panels or to the Commissioner in con- 
nection with the classification or re- 
classification of devices under this 
part. 

(b) In general, data and information 
submitted to classification panels in 
connection with the classification of 
devices under § 860.84 will be available 
immediately for public disclosure upon 
request. However, except as provided 
by the special rules in paragraph (c) of 
this section, this provision does not 
apply to data and information exempt 
from public disclosure in accordance 
with part 20 of this chapter: Such data 
and information will be available only 
in accordance with part 20. 

(c)(1) Safety and effectiveness data 
submitted to classification panels or to 
the Commissioner in connection with 
the classification of a device under 
§ 860.84, which have not been disclosed 
previously to the public, as described 
in §20.81 of this chapter, shall be re- 
garded as confidential if the device is 
classified in to class III. Because the 
classification of a device under § 860.84 
may be ascertained only upon publica- 
tion of a final regulation, all safety 
and effectiveness data that have not 
been disclosed previously are not avail- 
able for public disclosure unless and 
until the device is classified into class I 
or II, in which case the procedure in 
paragraph (c)(2) of this section ap- 
plies. 


(2) Thirty days after publication of a 
final regulation under § 860.84 classify- 
ing a device into class I or class II, 
safety and effectiveness data submit- 
ted for that device that had been re- 
garded as confidential under para- 
graph (c)(1) of this section will be 
available for public disclosure and 
placed on public display in the office 
of the Hearing Clerk, Food and Drug 
Administration unless, within that 30- 
day period, the person who submitted 
the data demonstrates that the data 
still fall within the exemption for 
trade secrets and confidential commer- 
cial information described in § 20.61 of 
this chapter. Safety and effectiveness 
data submitted for a device that is 
classified into class III by regulation 
in accordance with § 860.84 will remain 
confidential and unavailable for public 
disclosure so long as such data have 
not been disclosed to the public as de- 
scribed in § 20.81 of this chapter. 

(3) Because device classification af- 
fects generic types of devices, in 
making determinations under § 860.84 
concerning the initial classification of 
a device, the classification panels and 
the Commissioner may consider safety 
and effectiveness data developed for 
another device in the same generic 
type, regardless of whether such data 
are regarded currently as confidential 
under paragraph (c)(1) of this section. 

(d)(1) The fact of its existence and 
the contents of a petition for reclassi- 
fication filed in accordance with 
§ 860.130 or § 860.132 are available for 
public disclosure at the time the peti- 
tion is received by the Food and Drug 
Administration. 

(2) The fact of the existence of a pe- 
tition for reclassification filed in ac- 
cordance with § 860.134 or § 860.136 is 
available for public disclosure at the 
time the petition is received by the 
Food and Drug Administration. The 
contents of such a petition are not 
available for public disclosure for the 
period of time following its receipt 
(not longer than 30 days) during 
which the petition is reviewed for any 
deficiencies preventing the Commis- 
sioner from making a decision on it. 
Once it is determined that the petition 
contains no deficiencies preventing the 
Commissioner from making a decision 
on it, the petition will be filed with 
the Hearing Clerk and its entire con- 
tents will be available for public disclo- 
sure and subject to consideration by 
classification panels and by the Com- 
missioner in making a decision on the 
petition. If, during this 30-day period 
of time, the petition is found to con- 
tain deficiencies that prevent the 
Commissioner from making a decision 
on it, the petitioner will be so notified 
and afforded an opportunity to correct 
the deficiencies. 

Thirty days after notice to the peti- 
tioner of deficiencies in the petition, 
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the contents of the petition, will be 
available for public disclosure unless, 
within that. 30 days, the petitioner 
submits supplemental material intend- 
ed to correct the deficiencies in the pe- 
tition. The Commissioner, in the Com- 
missioner’s discretion, may allow with- 
drawal of a deficient petition during 
the 30-day period provided for correct- 
ing deficiencies. Any supplemental ma- 
terial submitted by the petitioner, to- 
gether with the material in the origi- 
nal petition, is considered as a new pe- 


tition. The new petition is reviewed for 


deficiencies in the same manner as the 
original petition, and the same proce- 
dures for notification and correction 
of deficiencies are followed. Once the 
petitioner has corrected the deficien- 
cies, the entire contents of the petition 
will be available for public disclosure 
and subject to consideration by classi- 
fication panels and by the Commis- 
sioner in making a decision on the pe- 
tition. Deficient petitions which have 
not been corrected within 180 days 
after notification of deficiency will be 
returned to the petitioner and will not 
be considered further unless resubmit- 
ted. 

(e) The Commissioner may not dis- 
close, or use as the basis for reclassifi- 
cation of a device from class III to 
class II, any information reported to 
or otherwise obtained by the Commis- 
sioner under section 513, 514, 515, 516, 
518, 519, 520(f), 520(g), or 704 of the 
act that falls within the exemption de- 
scribed in §20.61 of this chapter for 
trade secrets and confidential commer- 
cial information. The exemption de- 
scribed in §20.61 does not apply to 
data or information contained in a pe- 
tition for reclassification submitted in 
accordance with §860.130 or §860.132, 
or in a petition submitted in accord- 
ance with §860.134 or §860.136 that 
has been determined to contain no de- 
ficiencies that prevent the Commis- 
sioner from making a decision on it. 
Accordingly, all data and information 
contained in such petitions may be dis- 
closed by the Commissioner and used 
as the basis for reclassification of a 
device from class III to class II. 

(f) For purposes of this section, 
safety and effectiveness data include 
data and results derived from all stud- 
ies and tests of a device on animals 
and humans and from all studies and 
tests of the device itself intended to 
establish or determine its safety and 
effectiveness. 


§ 860.7 


Determination of safety and effec- 
tiveness. 


(a) The classification panels, in re- 
viewing evidence concerning the safety 
and effectiveness of a device and in 
preparing advice to the Commissioner, 
and the Commissioner, in making de- 
terminations concerning the safety 
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and effectiveness of a device, will 
apply the rules in this section. é 

(b) In determining the safety and ef- 
fectiveness of a device for purposes of 
classification, establishment of per- 
formance standards for class II de- 
vices, and premarket approval of class 
III devices, the Commissioner and the 
classification: panels will consider the 
following, among other relevant fac- 
tors: 

(1) The persons for whose use the 
device is represented or intended; 

(2) The conditions of use for the 

device, including conditions of use pre- 
scribed, recommended, or suggested in 
the labeling or advertising of the 
device, and other intended conditions 
of use; 
- (3) The probable benefit to health 
from the use of the device weighed 
against any probabie injury or illness 
from such use; and 

(4) The reliability of the device. 

(c) (1) Although the manufacturer 
may submit any form of evidence to 
the Food and Drug Administration in 
an attempt to substantiate the safety 
and effectiveness of a device, the 
agency relies upon only valid scientific 
evidence to determine whether there 
is reasonable assurance that the device 
is safe and effective. After considering 
the nature of the device and the rules 
in this section, the Commissioner will 
determine whether the evidence sub- 
mitted or otherwise available to the 


-Commissioner is valid scientific evi- 


dence for the purpose of determining 
the safety or effectiveness of a partic- 
ular device and whether the available 
evidence, when taken as a whole, is 
adequate to support a determination 
that there is reasonable assurance 
that the device is safe and effective for 
its conditions of use. 

(2) Valid scientific evidence is. evi- 
dence from well-controlled investiga- 
tions, partially controlled studies, 
studies and objective trials without 
matched controls, well-documented 
case histories conducted by qualified 
experts, and reports of significant 
human experience with a marketed 
device, from which it can fairly and re- 
sponsibly be concluded by qualified 
experts that there is reasonable assur- 
ance of the safety and effectiveness of 
a device under its conditions of use. 
The evidence required may vary ac- 
cording to the characteristics of the 
device, its conditions of use, the exis- 
tence and adequacy of warnings and 
other restrictions, and the extent of 
experience with its use. Isolated case 
reports, random experience, reports 
lacking sufficient details to permit sci- 
entific evaluation, and unsubstantiat- 
ed opinions are not regarded as valid 
scientific evidence to show safety or 
effectiveness. Such information may 
be considered, however, in identifying 
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a device the safety and effectiveness of 
which is questionable. 

(d) (1) There is reasonable assurance 
that a device is safe when it can be de- 
termined, based upon valid scientific 
evidence, that the probable benefits to 
health from use of the device for its 
intended uses and conditions of use, 
when accompanied by adequate direc- 
tions and warnings against unsafe use, 
outweigh any probable risks. The valid 
scientific evidence used to determine 
the safety of a device shall adequately 
demonstrate the absence of unreason- 
able risk of illness or injury associated 
with the use of the device for its in- 
tended uses and conditions of use. 

(2) Among the types of evidence that 
may be required, when appropriate, to 
determine that there is reasonable as- 
surance that a device is safe are inves- 
tigations using laboratory animals, in- 
vestigations involving human subjects, 
and nonclinical investigations includ- 
ing in vitro studies. 

(e) (1) There is reasonable assurance 
that a device is effective when it can 
be determined, based upon valid scien- 
tific evidence, that in a significant por- 
tion of the target population, the use 
of the device for its intended uses and 
conditions of use, when accompanied 
by adequate directions for use and 
warnings against unsafe use, will pro- 
vide clinically significant results. 

(2) The valid scientific.evidence used 
to determine the effectiveness of a 
device shall consist principally of well- 
controlled investigations, as defined in 
paragraph (f) of this section, unless 
the Commissioner authorizes reliance 
upon other valid scientific evidence 
which the Commissioner has deter- 
mined is sufficient evidence from 
which to determine the effectiveness 
of a device, even in the absence of 
well-controlled investigations. The 
Commissioner may make such a deter- 
mination where the requirement of 
well-controlled investigations in para- 
graph (f) of this section is not reason- 
ably applicable to the device. 

(f) The following principles have 
been developed over a period of years 
and are recognized by the scientific 
community as the essentials of a well- 
controlled clinical investigation. They 
provide the basis for the Commission- 
er’s determination whether there is 
reasonable assurance that a device is 
effective based upon well-controlled 
investigations and are also useful in 
assessing the weight to be given to 
other valid scientific evidence permit- 
ted under this section. 

(1) The plan or protocol for the 
study and the report of the results of 
a well-controlled investigation shall in- 
clude the following: 

(i) A clear statement of the objec- 
tives of the.study; 

(ii) A method of selection of the sub- 
jects that: 
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(a) Provides adequate assurance that 
the subjects are suitable for the pur- 
poses of the study, provides diagnostic 
criteria of the condition to be treated 
or diagnosed, provides confirmatory 
laboratory tests where appropriate 
and, in the case of a device to prevent 
a disease or condition, provides evi- 
dence of susceptibility and exposure to 
the condition against which prophy- 
laxis is desired; ‘ 

(b) Assigns the subjects to test 
groups, if used, in such a way as to 
minimize any possible bias; 

(c) Assures comparability between 
test groups and any control groups of 
pertinent variables such as sex, sever- 
ity or duration of the disease, and use 
of therapy other than the test device; 

(iii) An explanation of the methods 
of observation and recording of results 
utilized, including the variables meas- 
ured, quantitation, assessment of any 
suk -ct’s response, and steps taken to 
minimize any possible bias of subjects 
and observers; 

(iv) A comparison of the results of 
treatment or diagnosis with a control 
in such a fashion as to permit quanti- 
tative evaluation. The precise nature 
of the control must be specified and 
an explanation provided of the meth- 
ods employed to minimize any possible 
bias of the observers and analysts of 
the data. Level and methods of “‘blind- 
ing,” if appropriate and used, are to be 
documented. Generally, four types of 
comparisons are recognized: 

(a) No treatments.—Where objective 
measurements of effectiveness are 
available and placebo effect is negligi- 
ble, comparison of the objective re- 
sults in comparable groups of treated 
and untreated patients; 

(6b) Placebo control.—Where there 
may be a placebo effect with the use 
of a device, comparison of the results 
of use of the device with an ineffective 
device used under conditions designed 
to resemble the conditions of use 
under investigation as far as possible; 

(c) Active treatment control.—_Where 
an effective regimen of therapy may 
be used for comparison, e.g., the condi- 
tion being treated is such that the use 
of a placebo or the withholding of 
treatment would be inappropriate or 
contrary to the interest of the patient; 

(d) Historical control.—In certain 
circumstances, such as those involving 
diseases with high and predictable 
mortality or signs and symptoms of 
predictable duration or severity, or in 
the case of prophylaxis where morbid- 
ity is predictable, the results of use of 
the device may be compared quantita- 
tively with prior experience historical- 
ly derived from the adequately docu- 
mented natural history of the disease 
or condition in comparable patients or 
populations who received no treat- 
ment or who followed an established 
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effective regimen (therapeutic, diag- 
nostic, prophylactic). 

(v) A summary of the methods of 
analysis and an evaluation of the data 
derived from the study, including any 
appropriate statistical methods uti- 
lized. 


(2) To insure the reliability of the 
results of an investigation; a well-con- 
trolled investigation shall involve the 
use of a test device that is standard- 
ized in its composition or design and 
performance. 

(g) (1) It is the responsibility of each 
manufacturer and importer of a device 
to assure that adequate, valid scientif- 
ic evidence exists, and to furnish such 
evidence to the Food and Drug Admin- 
istration to provide reasonable assur- 
ance that the device is safe and effec- 
tive for its intended uses and condi- 
tions of use. The failure of a manufac- 
turer or importer of a device to pres- 
ent to the Food and Drug Administra- 
tion adequate, valid scientific evidence 
showing that there is reasonable .as- 
surance of the safety and effectiveness 
of the device, if regulated by general 
controls alone, or by general controls 
and performance standards, may sup- 
port a determination that the device 
be classified into class ITI. 

(2) The Commissioner may require 
that a manufacturer, importer, or dis- 
tributor make reports or provide other 
information bearing on the classifica- 
tion of a device and indicating wheth- 
er there is reasonable assurance of the 
safety and effectiveness of the device 
or whether it is adulterated or mis- 
branded under the act. 

(3) A requirement for a report or 
other information under this para- 
graph will comply with section 519 of 
the act. Accordingly, the requirement 
will state the reason or purpose for 
such request; will describe the re- 
quired report or information as clearly 
as possible; will not be imposed on a 
manufacturer, importer, or distributor 
of a classified device that has been 
exempted from such a requirement in 
accordance with § 860.95; will prescribe 
the time for compliance with the re- 
quirement; and will prescribe the form 
and manner in which the report or in- 
formation is to be provided. 

(4) Required information that has 
been submitted previously to the 
Bureau of Medical Devices need not be 
resubmitted, but may be incorporated 
by reference. 


Subpart B—Classification 


§ 860.84 Classification procedures for “old 
devices.” 


(a) This subpart sets forth the pro- 
cedures for the original classification 
of a device that either was in commer- 
cial distribution before May 28, 1976, 
or is substantially equivalent to a 
device that was in commercial distri- 
bution before that date. Such a device 


will be classified by regulation into 
either class I (general controls), class 
II (performance standards), or class 
III (premarket approval), dependin: 
upon the level of regulatory contro 
required to provide reasonable assu: 
ance of the safety and effectiveness 0: 
the device (§ 860.3(c)). This subpar! 
does not apply to a device that is clas 
sified into class III by statute under 
section 513(f) of the act because the 
Food and Drug Administration has de- 
termined that the device is not “sub- 
stantially equivalent” to any device 
subject to this subpart or under sec- 
tion 5201) (1) through (3) of the act 
because the device was regarded previ- 
ously as a new drug. This.subpart does 
apply to a device that was previously 
regarded as an antibiotic drug and 
that is subject to section 520(1)(4) of 
the act. In classifying a device under 
this section, the Food and Drug Ad- 
ministration will follow the procedures 
described in paragraphs (b) through 
(g) of this section. 

(b) The Commissioner refers the 
device to the appropriate classification 
panel organized and operated in ac- 
cordance with section 513 (b) and (c) 
of the act and part 14 of this chapter. 

(c) In order to make recommenda- 
tions to the Commissioner on the class 
of regulatory control (class I, class II, 
or class III) appropriate for the device, 
the panel reviews the device for safety 
and effectiveness. In so doing, the 
panel: 

(1) Considers the factors set forth in 
§ 860.7 relating to the determination 
of safety and effectiveness; 

(2) Determines the safety and effec- 
tiveness of the device on the basis of 
the types of scientific evidence set 
forth in § 860.7; 

(3) Answers the questions in the 
classification questionnaire applicable 
to the device being classified; 

(4) Completes a supplemental data 
sheet for the device; 

(5) Provides, to the maximum extent 
practicable, an opportunity for inter- 
ested persons to submit data and views 
on the classification of the: device in 
accordance with part 14 of this chap- 
ter. 

(d) Based upon its review of evidence 
of the safety and effectiveness of the 
device, and applying the definition of 
each class in § 860.3(c), the panel sub- 
mits to the Commissioner a recom- 
mendation regarding the classification 


‘' of the device. The recommendation 


will include: 

(1) A summary of the reasons for 
the recommendation; 

(2) A summary of the data upon 
which the recommendation is based, 
accompanied by references to the 
sources containing such data; 

(3) An identification of the risks to 
health (if any) presented by the 
device; 
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(4) In the case of a recommendation 
for classification into class I, a recom- 
mendation as to whether the device 
should be exempted from the require- 
ments of one or more of the following 
sections of the act: section 510 (regis- 
tration, product listing, and premarket 
notification) section 519 (records and 
reports) and section 520(f) (good man- 
ufacturing practice regulations) in ac- 
cordance with § 860.95; 

(5) In the case of a recommendation 
for classification into class II or class 
III, to the extent practicable, a recom- 
mendation for the assignment to the 
device of a priority for the application 
of a performance standard or a pre- 
market approval requirement; 

(6) In the case of a recommendation 
for classification of an implant or a 
life-supporting or life-sustaining 
device into class I or class II, a state- 
ment of why premarket approval is 
not necessary to provide reasonable as- 
surance of the safety and effectiveness 
of the device, accompanied by refer- 
ences to supporting documentation 
and data satisfying the requirements 
of § 860.7, and an identification of the 
risks to health, if any, presented by 
the device. 

(e) A panel recommendation is re- 
garded as preliminary until the Com- 
missioner has reviewed it, discussed it 
with the panel if appropriate, and 
published a proposed regulation classi- 
fying the device. Preliminary panel 
recommendations are filed in the 
Hearing Clerk’s office upon receipt 
and are available to the public upon 
request. 

(f) The Commissioner publishes the 
panel’s recommendation in the FEDER- 
AL REGISTER, together with a proposed 
regulation classifying the device, and 
other devices of that generic type, and 
provides interested persons an oppor- 
tunity to submit comments on the rec- 
ommendation and proposed regula- 
tion. 

(g) The Commissioner reviews the 
comments and issues a final regulation 
classifying the device and other de- 
vices of that generic type. The regula- 
tion will: 

(1) If classifying the device into class 
I, prescribe which, if any, of the re- 
quirements of sections 510, 519, and 
520(f) of the act will not apply to the 
device and state the reasons for 
making the requirements inapplicable, 
in accordance with § 860.95; 

(2) If classifying the device into class 
II or class III, at the discretion of the 
Commissioner, establish priorities for 
the application to the device of a per- 
formance standard or a premarket ap- 
proval requirement; 

(3) If classifying an implant, or life- 
supporting or life-sustaining device, 
comply with § 860.93(b). 
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§ 860.93 Classification of implants, life- 
supporting or life-sustaining devices. 


(a) The classification panel will rec- 
ommend classification into class III of 
any implant or life-supporting or life- 
sustaining device unless the panel de- 
termines that such classification is not 
necessary to provide reasonable assur- 
ance of the safety and effectiveness of 
the device. If the panel. recommends 
classification or reclassification of 
such a device into a class other than 
class III, it shall set forth in its recom- 
mendation the reasons for so doing to- 
gether with references to supporting 
documentation and data satisfying the 
requirements of § 860.7, and an identi- 
fication of the risks to health, if any, 
presented by the device. 

(b) The Commissioner will classify 
an implant or life-supporting or life- 
sustaining device into class III unless 
the Commissioner determines that 
such classification is not necessary to 
provide reasonable assurance of the 
safety and effectiveness of the device. 
If the Commissioner proposes to clas- 
sify or reclassify such a device into a 
class other than class III, the regula- 
tion or order effecting such classifica- 
tion or reclassification will be accom- 
panied by a full statement of the rea- 
sons for so doing. A statement of the 
reasons for not classifying or retaining 
the device in class III may be in the 
form of concurrence with the reasons 
for the recommendation of the classi- 
fication panel, together with support- 
ing documentation and data satisfying 
the requirements of § 860.7 and an 
identification of the risks to health, if 
any, presented by the device. 


§ 860.95 Exemptions from sections 510, 
519, and 520(f) of the act. 


(a) A panel recommendation to the 
Commissioner that a device be classi- 
fied or reclassified into class I will in- 
clude a recommendation as to whether 
the device should be exempted from 
some or all of the requirements of one 
or more of the following sections of 
the act: section 510 (registration, prod- 
uct listing and premarket notifica- 
tion), section 519 (records and re- 
ports), and section 520(f) (good manu- 
facturing practice regulations). 

(b) A regulation or an order classify- 
ing or reclassifying a device into class I 
will specify which requirements, if 
any, of sections 510, 519, and 520(f) of 
the act the device is to be exempted 
from, together with the reasons for 
such exemption. 

(c) The Commissioner will grant ex- 
emptions under this section only if the 
Commissioner determines that the re- 
quirements from which the device is 
exempted are not necessary to provide 
reasonable assurance of the safety and 
effectiveness of the device. 
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Subpart C—Reclassification 


§ 860.120 General. 


(a) Sections 513(e) and f), 514(b), 
515(b), and 520(1) of the act provide 
for reclassification of a device and pre- 
scribe the procedures to be followed to 
effect reclassification. The purposes of 
subpart C are to: 

(1) Set forth the requirements as to 
form and content of petitions for re- 
classification; 

(2) Describe the circumstances in 
which each of the five statutory re- 
classification provisions applies; and 

(3) Explain the procedure for reclas- 
sification prescribed in the five statu- 
tory reclassification provisions. 

(b) The criteria for determining the 
proper class for a device are set forth 
in §860.3(c). The reclassification of 
any device within a generic type of 
device causes the reclassification of all 
substantially equivalent devices within 
that generic type. Accordingly, a peti- 
tion for the reclassification of a specif- 
ic device will be considered a petition 
for reclassification of all substantially 
equivalent devices within the same ge- 
neric type. 

(c) Any interested person may 
submit a petition for reclassification 
under section 513(e), 514(b), or 515(b). 
A manufacturer or importer may 
submit a petition for reclassification 
under section 513(f) or 520(1). 


§ 860.123 Reclassification petition: content 
and form. 


(a) Unless otherwise provided in 
writing by the Commissioner, any peti- 
tion for reclassification of a device, re- 
gardless of the section of the act 
under which it is filed, shall include 
the following: 

(1) A specification of the type of 
device for which reclassification is re- 
quested; 

(2). A statement of the action re- 
quested by the petitioner, e.g., “It is 
requested that — device(s) be reclassi- 
fied from class III to a class IT’; 

(3) A completed supplemental data 
sheet applicable to the device for 
which reclassification is requested; 

(4) A completed classification ques- 
tionnaire applicable to the device for 
which reclassification is requested; 

(5) A statement of the basis for dis- 
agreement with the present classifica- 
tion status of the device; 

(6) A full statement of the reasons, 
together with supporting data satisfy- 
ing the requirements of § 860.7, why 
the device should not be classified into 
its present classification and how the 
proposed classification will provide 
reasonable assurance of the safety and 
effectiveness of the device; 

(7) Representative data and informa- 
tion known by the petitioner that are 
unfavorable tothe petitioner’s posi- 
tion; 
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(8) If the petition is based upon new 
information under section 513(e), 
514(b), or 515(b) of the act, a summary 
of the new information; 

(9) Copies of source documents from 
which new information used to sup- 
port the petition has been obtained 
(attached as appendices to the peti- 
tion). 

(b) Each petition submitted pursu- 
ant to this section shall be: 

(1) Addressed to the Food and Drug 
Administration, Bureau of Medical De- 
vices, Document Control Center 
(HFK-20), 8757 Georgia Avenue, 
Silver Spring, Md. 20910; 

(2) Marked clearly with the section 
of the act under which the petition is 
being submitted, ie. “513(e),” 
“513(f),” “514(b),” “515(b),” or “520(1) 
Petition”; 

(3) Bound in a volume or volumes, 
where necessary; and 

(4) Submitted in quintuplicate. 


§ 860.125 Consultation with panels. 


(a) When the Commissioner is re- 
quired to refer a reclassification peti- 
tion to a classification panel for its 
recommendation under § 860.134, or is 
required, or chooses, to consult with a 
panel concerning a reclassification pe- 
tition, such as under §860.130, 
§ 860.132, or § 860.136, the -Commis- 
sioner will distribute a copy of the pe- 
tition, or its relevant portions, to each 
panel member and will consult with 
the panel in one of the following ways: 

(1) Consultation by telephone with 
at least a majority of current voting 
panel members and, when possible, 
nonvoting panel members; 

(2) Consultation by mail with at 
least a majority of current voting 
panel members and, when possible, 
nonvoting panel members; and 

(3) Discussion at a panel meeting. 

(b) The method of consultation 
chosen by the Commissioner will 
depend upon the importance and com- 
plexity of the subject matter involved 
and the time available for action. 
When time and circumstances permit, 
the Commissioner will consult with a 
panel through discussion at a panel 
meeting. 

(c) When a petition is submitted 
under § 860.134 for a post-enactment, 
not substantially equivalent device 
(“new device’’), in consulting with the 
panel the Commissioner will obtain a 
recommendation that includes the in- 
formation described in § 860.84(d). In 
consulting with a panel about a peti- 
tion submitted under § 860.130, 
§ 860.132, or § 860.136, the Commis- 
sioner may or may not obtain a formal 
recommendation. 
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§ 860.130 General procedures under sec- 
tion 513(e) of the act. 


(a) Section 513(e) of the act applies 
to reclassification proceedings under 
the act based upon new information. 

(b) A proceeding to reclassify a 
device under section 513(e) may be ini- 
tiated: 

(1) On the initiative of the Commis- 
sioner alone; 

(2) On the initiative of the Commis- 
sioner in response to a request for 
change in classification based upon 
new information, under section 514(b) 
or 515(b) of the act (see § 860.132); or 

(3) In response to the petition of an 
interested person, based upon new in- 
formation, filed in accordance with 
§ 860.123. 

(ec) The rulemaking procedures in 
§ 10.40 of this chapter apply to pro- 
ceedings to reclassify a device under 
section 513(e), except that the Com- 
missioner may secure a recommenda- 
tion with respect to a proposed reclas- 
sification from the classification panel 
to which the device was last referred. 
The panel will consider a proposed re- 
classification submitted to it by the 
Commissioner in accordance with the 
consultation procedures of § 860.125. 
Any recommendation submitted to the 
Commissioner by the panel will be 
published in the FEDERAL REGISTER 
when the Commissioner promulgates a 
regulation under this section. 

(d) Within 180 days after the filing 
of a petition for reclassification under 
this section, the Commissioner, by 
order published in the FEDERAL REGIs- 
TER, will either deny the petition or 
give notice of his intent to initiate a 
change in the classification of the 
device. 

(e) If a device is reclassified under 
this section, the regulation effecting 
the reclassification may revoke any 
performance standard or premarket 
approval requirement that previously 
applied to the device but that is no 
longer applicable because of the 
change in classification. 

(f) A regulation under this section 
changing the classification of a device 
from class III to class II may provide 
that such classification will not take 
effect until the effective date of a per- 
formance standard for the device es- 
tablished under section 514 of the act. 


§ 860.132 Procedures when the Commis- 
sioner initiates a performance standard 
or premarket approval proceeding 
under section 514(b) or 515(b) of the 
act 


(a) Sections 514(b) and 515(b) of the 
act require the Commissioner to pro- 
vide, by notice in the FEDERAL REcIs- 
TER, an opportunity for interested par- 
ties to request a change in the classifi- 
cation of a device based upon new in- 
formation relevant to its classification 
when the Commissioner initiates a 


proceeding either to develop a per- 
formance standard for the device if in 
class II, or to promulgate a regulation 
requiring premarket approval for the 
device if in class III. In either case, if 
the Commissioner agrees that the new 
information warrants a change in clas- 
sification, the Commissioner will pub- 
lish in the FEDERAL REGISTER notice of 
the Commissioner’s intent to initiate a 
proceeding under section 513(e) of the 
act and § 860.130 to effect such a 
change. 

(b) The procedures for effecting a . 
change in classification under sections 
514(b) and 515(b) of the act are as fol- 
lows: 

(1) Within 15 days after publication 
of the Commissioner’s notice referred 
to in paragraph (a) of this section, an 
interested person files a petition for 
reclassification in accordance with 
§ 860.123. 

(2) The Commissioner consults with 
the appropriate classification panel 
with regard to the petition in accord- 
ance with § 860.125. 

(3) Within 60 days after publication 
of the notice referred to in paragraph 
(a) of this section, the Commissioner, 
by order published in the FeDERAL . 
REGISTER, either denies the petition or 
gives notice of his intent to initiate a 
change in classification in accordance 
with § 860.130. 


§ 860.134 Procedures for “new devices” 
under section 513(f) of the act. 


(a) Section 513(f)(2) of the act ap- 
plies to reclassification proceedings 
initiated by a manufacturer or import- 
er for reclassification of a device cur- 
rently in class III by operation of sec- 
tion 513(f)(1) of the act. This category 
includes any device that is to be first 
introduced or delivered for introduc- 
tion into interstate commerce for com- 
mercial distribution after May 28, 
1976, unless: 

(1) It is substantially equivalent to 
another device that was in commercial 
distribution before that date and had 
not been regulated before that date as 
a new drug; or 

(2) It is substantially equivalent to 
another device that was not in com- 
mercial distribution before such date 
but which has been classified into 
class I or class IT; or 

(3) The Commissioner has classified 
the device into class I or class II in re- 
sponse to a petition for reclassification 
under this section. 

The Commissioner determines 
whether a device is “substantially 
equivalent” for purposes of the appli- 
cation of this section. If a manufactur- 
er or importer believes that a device is 
not “substantially equivalent” but 
that it should not be in class III under 
the criteria in § 860.3(c), the manufac- 
turer or importer may petition for re- 
classification under this section. A 
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manufacturer or importer who be- 
lieves that a device is “substantially 
equivalent” and wishes to proceed to 
market the device shall submit a pre- 
market notification in accordance with 
part 807 of this chapter. After consid- 
ering a premarket notification, the 
Commissioner will determine whether 
the device is “substantially equiva- 
lent” and will notify the manufacturer 
or importer of such determination in 
accordance with part 807 of this chap- 
ter. 

(b) The procedures for effecting re- 
classification under section 513(f) of 
the act are as follows: 


(1) The manufacturer or importer of 
the device petitions for reclassification 
of the device in accordance with 
§ 860.123. 

(2) Within 30 days after the petition 
is filed, the Commissioner notifies the 
petitioner of any deficiencies in the 
petition that prevent the Commission- 
er from making a decision on it and 
allows the petitioner to supplement a 
deficient petition. Within 30 days 
after any supplemental material is re- 
ceived, the Commissioner notifies the 
petitioner whether the petition, as 
supplemented, is adequate for review. 

(3) After determining that the peti- 
tion contains no deficiencies preclud- 
ing a decision on it, the Commissioner 
refers the petition to the appropriate 
classification panel for its review and 
recommendation whether to approve 
or deny the petition. 

(4) Within 90 days after the date the 
petition is referred to the panel, fol- 
lowing the review procedures set forth 
in § 860.84(c) for the original classifica- 
tion of an “old” device, the panel sub- 
mits to the Commissioner its recom- 
mendation containing the information 
set forth in § 860.84(d). A panel recom- 
mendation is regarded as preliminary 
until the Commissioner has reviewed 
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it, discussed it with the panel, if ap- 
propriate, and developed a proposed 
reclassification order. Preliminary 
panel .recommendations are filed in 
the hearing clerk’s office upon receipt 
and are available to the public upon 
request. 

(5) The panel recommendation is 
published in the FEDERAL REGISTER as 
soon as practicable and interested per- 
sons are provided an opportunity to 
comment on the recommendation. 

(6) Within 90 days after the panel’s 
recommendation is received (and no 
more than 210 days after the date the 
petition was filed), the Commissioner 
denies or approves the petition by 
order in the form of a letter to the pe- 
titioner. If the Commissioner approves 
the petition, the order will classify the 
device into class I or class II in accord- 
ance with the criteria set forth in 
§ 860.3(c) and subject to the applicable 
requirements of § 860.93, relating to 
the classification of implants, life-sup- 
porting or life-sustaining devices, and 
§ 860.95, relating to exemptions from 
certain requirements of the act. 

(7) Within a reasonable time after is- 
suance of an order under this section, 
the Commissioner announces. the 
order by notice published in the Ferp- 
ERAL REGISTER. 


§ 860.136 Procedures for transitional 
products under section 520(1) of the 
act. 


(a) Section 520(1)(2) of the act ap- 
plies to reclassification proceedings 
initiated by a manufacturer or import- 
er. for reclassification of a device cur- 
rently in class III by operation of sec- 
tion 520(1)(1) of the act. This section 
applies only to devices that the Food 
and Drug Administration regarded as 
“new drugs” before May 28, 1976. 

(b) The procedures for effecting re- 
classification under section 520(1) are 
as follows: 
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(1) The manufacturer or importer of 
the device files a petition for reclassifi- 
cation of the device in accordance with 
§ 860.123. 

(2) Within-30 days after the petition 
is filed, the Commissioner notifies the 
petitioner of any deficiencies in the 
petition that prevent the Commission- 
er from making a decision on it, allow- 
ing the petitioner to supplement a de- 
ficient petition. Within 30 days after 
any supplemental material is received, 
the Commissioner notifies the peti- 
tioner whether the petition, as supple- 
mented, is adequate for review. 

(3) The Commissioner provides the 
petitioner an opportunity for a regula- 
tory hearing conducted in accordance 
with part 16 of this chapter. 

(4) The Commissioner consults with 
the appropriate classification panel 
with regard to the petition in accord- 
ance with § 860.125. 

(5) Within 180 days after the peti- 
tion is filed (where the Commissioner 
has determined it to be adequate for 
review), the Commissioner, by order in 
the form of a letter to the petitioner, 
either denies the petition or classifies 
the device into class I or class II in ac- 
cordance with the criteria set forth in 
§ 860.3(c). , 

(6) Within a reasonable time after is- 
suance of an order under this section, 
the Commissioner announces the 
order by notice published in the FeEp- 
ERAL REGISTER. 


Effective date: This regulation shall 
be effective August 28, 1978. 
(Secs. 513, 514, 515, 519, 520, 701(a), 52 Stat. 


1055, 90 Stat. 540-559, 564-574 (21 U.S.C. 
360c, 360d, 360e, 360i, 360j, and 371(a)).) 


Dated: July 18, 1978. 
SHERWIN GARDNER, 


Acting Commissioner 
of Food and Drugs. 


(FR Doc. 78-20625 Filed 7-27-78; 8:45 am] 
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